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earned patent term adjustment. See 37 CFR 1 .704(b). 
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1 )□ Responsive to communication(s) filed on . 

2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) ^ Claim(s) 1-10,12-14 and 16-26 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) 13 Claim(s) 1-10.12-14 and 16-26 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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First Office Action on the Merits of a RCE 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
September 9, 2009 has been entered. 

2. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claims 19-22 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The instant claims are indefinite because the metes and bounds of these claims 
can not be ascertained since they recite a process but are dependent on claim 18 which 
is drawn to a compound. 
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Claim Rejections - 35 USC § 102 

5. The rejection of claims 1, 5 and 8 under 35 USC 102(b) over Kim et al. (WO 
96/30390) is withdrawn. 

6. The rejection of claims 9 and 13 under 35 USC 102(b) over Kim et al. (WO 
96/30390) is maintained and claims 18 and 23 are rejected under 35 USC 102(b) 
over Kim et al. (WO 96/30390). 

Applicant's argument is that the process of Kim is not a recrystallization process 
but a dissolution-evaporation process and, thus, does not allow one to purify the 
compound from impurities with different solubility since no separation of the resulting 
solid from impurities with different solubility is performed. Applicant's argument was 
considered but not persuasive for the following reason. 

Crystallization is a known purification process and can be induced by cooling or 
evaporation of solvent (see for example, US 2009/0186928, section 0035; US 
6,026,656, col. 1, lines 10-18; additional reference will be provided upon request). 
Therefore, the skilled artisan in the art would have the reasonable expectation that the 
solid containing isopropyl alcohol as solvent of recrystallization as taught by Kim is the 
isopropanol hemisolvate of VA-2914 as recited by the instant claims. 

For this reason and those given in the previous Office Actions, the rejection of 
claims 9 and 13 under 35 USC 102(b) over Kim et al. (WO 96/30390) is maintained and 
claims 18 and 23 are rejected under 35 USC 102(b) over Kim et al. (WO 96/30390). 
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Claim Rejections - 35 USC § 103 

7. The rejection of claim 15 under 35 USC 103(a) over Kim et al. (WO 96/30390) 
in view of Cook et al. (WO 99/45022) is made moot by the cancellation of the 
instant claim. 

8. The rejection of claims 2-4, 6, 7, 10, 12 and 14 under 35 USC 103(a) over 
Kim et al. (WO 96/30390) in view of Cook et al. (WO 99/45022) is maintained and 
claims 1, 5, 8, 13, 16, 17, 19-22 and 24-26 are rejected under 35 USC 103(a) over 
Kim et al. (WO 96/30390) in view of Cook et al. (WO 99/45022). 

Applicant's argument is that the instantly claimed process differs from that of Kim 
in the use of an intermediate recrystallization step from isopropanol, thus, providing VA- 
2914 isopropanol hemisolvate. Applicant also argues (a) the difference in the melting 
points of the prior art VA-2914 and VA-2914 obtained by the claimed process, (b) the 
recrystallization step from isopropanol allows one to improve the purity of the product, 
(c) Cook does not teach using recrystallization to purify the compounds and (d) neither 
Cook nor Kim discloses the specific combination of substituents required to arrive at the 
compound of claim 1 2. Applicant's argument was considered but not persuasive for the 
following reasons. 

As noted above in #6, crystallization is a known purification process and can be 
induced by cooling as well as evaporation of solvent. Therefore, the dissolution and 
evaporation step taught by Kim is a purification step which results in the formation of 
solid, i.e., VA-2914 isopropanol hemisolvate. 
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The only difference between the claimed process and that taught by Kim is in the 
solvent utilized for the desolvation and crystallization of the obtained VA-2914 
hemisolvate. However, Kim teaches the use of "ether" and discloses several ethers 
such as diethyl ether (see page 13, lines 3-6). Thus, the use of any ether, including 
those set forth by Kim on page 13, in the purification process as taught in Example 7 of 
Kim would have been prima facie obvious. Additionally, as noted in a previous Office 
Action, finding other solvents/solvent systems for crystallization of VA-2914 would 
require only routine experimentation. 

Secondly, applicant argues the difference in melting points between VA-2914 
obtained by Kim and that obtained by the claimed process. Applicant argues and the 
examiner agrees that the greater the amount of impurity present, the lower the melting 
point and the wider the melting range. Said would have been obvious to the skilled 
chemist in the art at the time of the present invention. Therefore, it would have been 
obvious to the skilled artisan to further purify said the VA-2914 obtained by Kim by 
recrystallization of the prior art taught Kim in Example 7. The skilled artisan would also 
have the reasonable expectation that further purification would result in improvement in 
the color of VA-2914. 

Lastly, the examiner agrees the cited references do not specially teach the 
claimed carbinol acetate. Under 103, the issue is one of obviousness of the claimed 
compound. As noted in the previous Office Actions, Cook teaches a genus that 
encompasses the claimed carbinol acetate and, thus, as discussed therein, the claimed 
compound is rendered obvious. 
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In summary, Kim teaches the purification of 17a-acetoxy-1 1 (3-(4-N,N- 
dimethylaminophenyl)-19-norpregna-4,9(10)-diene-3,20-dione (VA-2914) by dissolving 
the crude VA-2914 in isopropanol, evaporation of the solvent with the production of a 
solid which retains isopropanol, i.e., VA-2914 isopropanol hemisolvate follow by 
dissolution of said compound in ethyl acetate, evaporation of said solvent, dissolution of 
the obtained foam in ether and collection of the crystal formed. As noted in previous 
Office Actions and above, (a) finding the reaction condition(s), temperature for complete 
dissolution, crystallization by cooling as well as other solvents for crystallization of VA- 
2914 would require only routine experimentation and (b) the claimed carbinol acetate is 
made obvious by the genus taught by the Cook as discussed above and in the previous 
Office Actions. 

For these reasons and those given in the previous Office Action, the rejection of 
claims 2-4, 6, 7, 10, 12 and 14 under 35 USC 103(a) over Kim et al. (WO 96/30390) in 
view of Cook et al. (WO 99/45022) is maintained and claims 1 , 5, 8, 13, 16, 17, 19-22 
and 24-26 are rejected under 35 USC 103(a) over Kim et al. (WO 96/30390) in view of 
Cooketal. (WO 99/45022). 

Telephone Inquiry 

9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Barbara P. Badio whose telephone number is 571-272- 
0609. The examiner can normally be reached on M-F from 6:30am-4:00pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brandon Fetterolf can be reached on 571-272-2919. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Barbara P. Badio/ 

Primary Examiner, Art Unit 1628 



